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1.0 PURPOSE AND SCOPE

This protocol describes the method for assessing operator aseptic technique. The method involves a simulation of typical aseptic manipulation techniques employed during media preparation and cell processing. 
Personnel must successfully complete the assessment prior to direct (i.e. ‘hands on’) involvement in clinical manufacturing processes within the [Client Name] Facility.  
Operator proficiency in aseptic technique is determined by:

· Nil growth detected in microbial contamination test (BacTec) samples; and

· Nil growth detected on operator finger-dab plates.
2.0 REFERENCES / DOCUMENTS

Insert list of referenced documents here
3.0 DEFINITIONS

LFH – Laminar Flow Hood
4.0 RESPONSIBILITIES
4.1 It is the responsibility of personnel that are to be directly engaged in clinical manufacturing activities to  perform the profiency assessment as described in this SOP.
4.2 It is the responsibility of the Production Manager (or nominated delegates) to facilitate testing and reporting of sterility sample and finger-dab plate results.
4.3 It is the responsibility of the Production Manager (or nominated delegate) to ensure that personnel are trained and assessed as proficient in aseptic technique prior to being directly involved in the isolation and purification of pancreatic  islet cells for transplant.

4.4 It is the responsibility of the Operations Manager (or nominated delegate) to ensure that all external users of the facility are assessed as proficient in aseptic technique prior to commencing clinical manufacturing processes.

5.0 EQUIPMENT & MATERIALS

Equipment:
· Laminar Flow Hood (LFH)
· Pipettor

Materials:
· 1 x bag of 0.9% Sodium chloride solution
· 3 x 30mL or 50mL tubes 
· 2 x 10mL tubes
· 1 x 24-well plate

· 2 x TSA plates
· 2 x BacTec Blood Culture bottles

· 70% Isopropyl alcohol spray  
· Low-lint wipes  

· Sterile gloves  

· Consumables required to perform manipulations. These may include, but are not limited to: 

· Exchange couplers  
· Syringes  

· Mixing cannulas  

· Serological pipettes  

6.0 PROCEDURE
6.1 Perform procedure as shown below:
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6.2 Sample processing

6.2.1 The inoculated BacTec bottles are to be sent to [Client Name] Pathology for microbial contamination testing.

6.2.2 The finger-dab plates are to be processed as per Environmental Monitoring procedure. 

6.3 Reporting and approval

6.3.1 The following criteria must be met before the operator can be determined as proficient in aseptic technique:  

· Nil growth detected in microbial contamination test (BacTec) samples; and

· No more than 1 colony forming unit on each finger-dab plate.

6.3.2 If the operator fails to meet proficiency criteria on the first attempt, the process is to be repeated two additional times. Repeat attempts are to be performed separately and are to meet the requirements described at step 6.3.1.
5.0 CHANGE SUMMARY

	Not Applicable


6.0 END OF DOCUMENT
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